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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 8/14/09 
has been entered. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
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were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 1, 10-16, 18-24, 33-36 and 38-40 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over US 6,129,756 to Kugler et al. in view of US 2003/0236567 to 
Elliot, and in further view of US 2004/0193254 to Greenberg et al. 

Kugler discloses a stent-graft device comprising at least one self-expandable 
member 10 (col. 10,11. 48-49); at least one tubular graft member 40,41 coupled to the 
stent member, the tubular graft member having leg members 20,30 and coupled with a 
self-expandable iliac stent (shown in Fig. 2); wherein the leg members are fully capable 
of being removed from the main graft members; wherein the self-expandable stent 
member 10 has a proximal portion that is not attached to the graft member and acts as 
an anchoring member at any location along vascular system, including a location 
superior to the renal arteries branching from the abdominal aorta or a location inferior to 
the renal arteries branching form the abdominal aorta; wherein the stent is formed from 
a wire (thus joining the unattached portion of the stent to the attached portion of the 
stent). 

Kugler is silent with regards to the device comprising a skirt graft member 
coupled to the stent member and the graft member, wherein the skirt member is 
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configured to contact the inner wall of an aortic aneurysm; and wherein the tubular graft 
member, once deployed, comprises a sinusoidal leg member. 

However, Elliot discloses a similar stent-graft device for treating aneurysm, 
wherein the device has a skirt 18 that is configured to contact the inner wall of an 
aneurysm. Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the device of Kugler to have a skirt portion as 
disclosed by Elliot because the skirt provides a seal between the aneurysm and the 
device. 

With regards to a sinusoidal leg member, it is noted that this configuration is well 
known in the art. For example, Greenberg discloses a branched stent device similar to 
that of Kugler, wherein the device comprises a sinusoidal leg member (see Figs. 8a-8d). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Kugler to also have a sinusoidal leg 
member since the shape is taught to be well known in the art, as disclosed by 
Greenberg, and since it has been held that changing the shape of a working part 
involves only routine skill in the art. In re Dailey; 357 F.2d 669, 149 USPQ 47 (CCPA 
1966). Furthermore, the leg members of Kugler are disclosed as having corrugated 
portions 25,35 that provide enhanced longitudinal flexibility for the leg members, which 
would make it easier for the modification to include a sinusoidal portion. It would also 
be obvious to modify both leg members to be sinusoidal instead of just one since it has 
been held that mere duplication of the essential working parts of a device involves only 
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routine skill in the art. In re Harza, 274 F.2d, 669, 124 USPQ 378 (CCPA 1960). Note 
that having two sinusoidal leg members would allow said leg members to intertwine. 
6. Claims 2-7, 37, 55-58 and 60-73 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Kugler et al. in view of Elliot and Greenberg et al., as applied to the 
claims above, and in further view of US 6,168,621 toVrba. 

The modified device of Kugler discloses all the limitations of the claims except for 
the stent member comprising both a self-expanding stent member and a balloon- 
expandable stent member. However, Vrba discloses a stent having both a self- 
expanding stent member and a balloon expandable stent member. This configuration is 
provided to allow immediate expansion of the stent member upon release, which will aid 
in placement of the stent during release but prior to using a balloon (col. 2, lines 4-1 2). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the stent member of Kugler to include both self- 
expanding and balloon-expandable stent members because it would allow the stent 
member to expand immediately upon release to position the stent in the right location 
prior to the expansion of a balloon, which would fully expand the entire stent member. 

Vrba further discloses that the self-expanding stent members and the balloon- 
expanding stent members can be arranged in alternating sequence (col. 2, lines 50-55); 
wherein the stent member is made of nitinol (col. 2, line 7). 

Vrba is silent with regards to the stent member being formed from stainless steel 
or to how the self-expanding stent members or the balloon-expanding stent members 
are connected to each other. However, the examiner takes Official notice that the use 
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of stainless steel in medical devices, especially stents, are extremely well-known, and 
that connecting stent portions via welding, adhesive, soldering are also well-known in 
the art (as evidenced by US 5,843,176; col. 3, lines 49-57). Therefore, such 
modifications would be obvious to one of ordinary skill in the art. It is further noted that 
the common knowledge or well-known in the art statement is taken to be admitted prior 
art because the applicant failed to traverse the examiner's assertion of official notice. 

Note that Vrba discloses a device that is formed to be a cylinder (see Fig. 6, the 
length of the device is cylindrical), wherein the cylinder is formed of alternating self- 
expanding members and balloon expandable members; wherein the entire length of the 
device is made of the expandable members (including the middle portion). 

Though Vrba discloses the middle portion to be comprised of balloon-expandable 
members, it is noted that one of ordinary skill in the art would have found it obvious to 
rearrange the members to have the self-expanding members be located in the middle 
portion since it has been held that rearranging parts of an invention involves only routine 
skill in the art. In re Japikse, 181 F.2d 1019, 86 USPQ 70 (CCPA 1950). Note that the 
balloon expandable members is fully capable of being expanded to a larger diameter 
than the self-expanding members since the diameter of the balloon expandable 
members would merely be dependent upon the inflation size of the balloon. 

It is further noted that the arrangement taught by Vrba is disclosed to be 
"laminated" together since they are "composed of layers firmly united materials" (as 
defined by Merriam-Webster online dictionary: www.m-w.com"). Note that the 
applicant's specification does not clearly teach how the portions are laminated together. 
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7. Claims 8 and 59 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kugler et al. in view of Elliot, Greenberg et al. and Vrba, as applied to the rejections 
above, and in further view of US 6,945,994 to Austin et al. 

The modified device of Kugler discloses all the limitation of the claim except for 
the stent member having diamond-shaped members. However, Austin discloses a 
similar type of stent as Vrba, wherein the stent has both self-expanding and balloon- 
expandable stent members, and wherein the stent can have diamond-shaped, 
rectangular or even square patterns (col. 5, line 62). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to further 
modify the device of Kugler to include diamond-shaped stent members because Austin 
discloses that it is well known in the art for stents to have various shapes, including 
diamond-shapes. 

Response to Arguments 

8. Applicant's arguments with respect to claims 1-8, 10-16, 18-24, 33-40 and 55-73 
in the reply filed on 8/14/09 have been considered but are moot in view of the new 
ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571)272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 



